REMARKS 

The Amendment to Claim 12 incorporates old claims 13 and 18, and corrects a 
grammatical error. No new matter has been added by this Amendment and will not 
require an additional search. The Amendment to Claim 12 has also deleted the phrase 
"essentially soluble" which the Examiner has found to be objectionable. Entry of these 
Amendments is respectfully requested. 

Rejection Under 35 USC 112 

The Amendment to the only independent claim, Claim 12, has now rendered this 
rejection moot. Thus, withdrawal of this rejection is respectfully requested. 

Rejection Under 35 USC 103 

The Examiner has rejected Claims 12, 13, 15, 16 and 18-20 under 35 U.S.C. 
§1 03(a) as being unpatentable over Devereaux (US 6,267,969). This prior art is non- 
analogous, teaches away from the instant invention and fails to suggest or disclose the 
surprising results that can be achieved through the use of non-hydrolyzed, non-gelling 
fish gelatin to prepare an oral dosage form. 

The complexity of the Devereaux reference makes a summary of that art useful. 
The Devereaux process is for coating an assay reagent loaded porous material with a 
solution containing, in part or in combination, gelatin. Upon exposure to a suitable 
solvent, the gelatin washes away from the porous material, which is described in 
various places as "microparticles" (Col. 9, lines 39-46); "any porous, absorbent or 
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bibulous material" (Col. 9, line 58); "fiberglass, cellulose, or nylon pads (Col. 9 lines 60- 
61); or as a "single particle[s], such as a quarter-inch bead." (Col 9, line 67 to Col. 10, 
line 1). 

This is concisely stated in the Abstract of Devereaux, which states: "The reagent 
composition comprise one or more reagents... which are incorporated in a porous 
material which is encapsulated in a carrier matrix." 

The specification states as follows (emphasis supplied): 

The unit-of-use reagent composition for a specific binding assay 
contains at least one assay reagent, wherein the reagent includes a 
specific binding member in an amount sufficient to perform a single 
binding assay, and a porous material . The assay reagent is incorporated 
within the porous material, and the porous material is then coated or 
encapsulated with a carrier matrix. [The carrier matrix is described in 
the next lines as being the gelatin coating] The carrier matrix "...is 
typically a gelatin, such as, a calfskin gelatin, fish gelatin, swine skin 
gelatin or a vegetable gelatin." 

There is neither mention nor suggestion of using a non-hydrolyzed, non- 
gelling fish gelatin to prepare a "...solid, molded, fast-dispersing dosage form..." 
as presently claimed in independent Claim 12. In contrast, the Devereaux 
reference teaches that the carrier matrix can be contacted with a solvent, thereby 
releasing the assay reagent from the porous material . Further, this reference fails 
to suggest or disclose the advantages of using non-hydrolyzed, non-gelling fish 
gelatin to prepare oral, solid fast dispersing dosage forms. Support for this 
surprising discovery can be found on pages 21 - 24 of the present specification. 
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Devereaux describes three embodiments of her invention (emphasis 
supplied): 



1 ) "In one embodiment of the present invention, the capture reagent is 
attached to a plurality of particles ... ." (Col. 9, lines 35-36) 

2) "In an alternative embodiment, the capture reagent is immobilized upon a 
single particle ... (Col. 9, lines 66-67) 

3) "In another embodiment of the present invention, the indicator reagent as 
well as the capture reagent-coated particle is encapsulated in the carrier matrix." 
(Col. 10, lines 5-7) 

The Devereaux patent is entirely non-analogous art (i.e., a coating) that has very 
little, if any, relevance to the instant invention. The instant invention is not a coating, but 
is a pharmaceutical preparation comprising a free standing structural matrix wherein the 
active ingredient is contained within the carrier matrix. Upon use, the instant invention's 
carrier matrix essentially dissolves, leaving nothing analogous to the "porous material" 
of Devereaux behind. 

To make a case of obviousness, three basic criteria must be met. First, there 
must be some suggestion or motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the art, to modify the reference 
or to combine reference teachings. Second, there must be a reasonable expectation of 
success. Finally, the prior art reference (or references when combined) must teach or 
suggest all the claim limitations. The teaching or suggestion to make the claimed 
combination and the reasonable expectation of success must be found in the prior art 
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and not based on applicant's disclosure. In re Vaeck . 947 F.2d 488, 20 USPQ2d 1438 
(Fed. Cir.1991). 

Far from meeting each of these criteria, the rejection under the current Final 
Office Action fails to achieve each and every one of the criteria. Since the Office Action 
does not combine references to overcome the instant application, the Devereaux 
reference must contain some suggestion or teaching to modify a washable coating and 
transform it into an active, ingredient bearing, stand alone structural matrix; or such 
must be within knowledge generally available to one of ordinary skill in the art. This 
amounts to a suggested modification finding that a surface paint should be modified into 
a structural building element. 

No such suggestion is found in Devereaux, in which each and every example 
and embodiment is directed to a wash-away coating that leaves behind one or more 
active ingredients bound to an insoluble structure. Nor would such a suggestion be 
found by one skilled in the art of soluble coatings, to which Devereaux is directed. 

Secondly, as to the requirement of a reasonable expectation of success, without 
some suggestion to modify, there cannot be any expectation of success, much less a 
reasonable expectation of success, that a coating could be modified into a structural 
carrier. There is no suggestion of any expectation of success in such a transformation 
expressed in Devereaux. 

As to the requirement that the prior art reference disclose all of the claim 
limitations, the Devereaux reference fails to disclose, in any way, a solid, fast dispersing 
pharmaceutical preparation that uses non-hydrolyzed, non-gelling fish gelatin. All of the 
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embodiments of the Devereaux reference leave behind, after the gelatin coating washes 
away, one or more active ingredients bound to an insoluble structure of some kind. To 
further highlight the instant invention, which was clearly disclosed in the specification, 
Claim 12 has been amended to emphasize the point of the use of non-hydrolyzed, non- 
geiling fish gelatin in the preparation of an oral, solid fast dispersing dosage form. 

The Examiner's statement of "The network of active agent and non-gelling fish 
gelatin..." is not understood by the Applicants since the Devereaux reference makes 
no specific mention of non-gelling fish gelatin. Clarification is respectfully requested. 

Further, the Examiner's statement that "Devereaux does not indicate the type of 
fish gelatin and the silence would means that all forms of fish gelatin are contemplated 
for use in Devereaux." is totally unsupported and fails to appreciate the surprising 
results reported in the present specification on pages 21 -24. The Examiner has had 
the benefit of the present application before her and has inappropriately used it to make 
out a faulty case of obviousness. 

Request for Telephonic Interview 

The Applicants' representative will contact the Examiner in two weeks to request 
a telephonic interview to resolve any remaining issues. The courtesy of such an 
interview would be greatly appreciated. 
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Conclusion 

With the amendments to the claims and these arguments, it is the Applicants' 
position that each and every objection/rejection raised by the Examiner has been 
overcome. It is respectfully submitted that the claims are in a condition for allowance 
and allowance is respectfully solicited. 

Should the Examiner have any questions or concerns prior to passing this case 
on to allowance, he is invited to contact Applicants' undersigned attorney. 



Dated: ^a*< ? 3.00*7 



Respectfully submitted, 
Donald O. Nicki 



Attorney for Applica 
Cardinal Health, Inc. 
7000 Cardinal Place 
Dublin, Ohio 43017 
Tel. (614) 757-5542 
Fax (614) 757-2243 
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